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Status 

1 )KI Responsive to communication(s) filed on 27 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-7,9,10,12-25,27 and 28 is/are pending in the application. 

4a) Of the above claim(s) 7,14-19,21 and 22 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E] Claim(s) 1-6. 9.10.12.1 3. 20. 23-25. 27 and 28 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) ^ The drawing(s) filed on 12/05/03 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Response to Arguments 

Applicant's arguments filed 8/27/08 have been fully considered but they are not 
persuasive. 

The Applicant's representative discloses that the Badylak et al reference does not disclose 
at least one minced tissue fragment containing a plurality of viable cells and the tissue fragment 
is associated with the isolated biological tissue slice. 

The Examiner completely disagrees with the Applicant's representative point of view. 
For example, it is well established from the previous office actions that the Badylak et al 
reference clearly discloses a biological tissue that is at least minced to create a structure and is 
capable of containing a plurality of viable cells that can migrate from the implant. 

The Applicant's representative added at least one minced tissue fragment to the existing 
claims in order to overcome the previous rejection but the Applicant's representative used the 
word "associated" when relating the minced tissue fragment with the isolated biological tissue 
slice. 

The Examiner interpreted the word "associated" as follow: — to joint or to keep company 
with — . Therefore, the minced tissue fragment can be part of the tissue slice. For example, the 
Examiner can interpret the whole implant (the whole SIS tissue) as the tissue slice, then the 
Examiner can interpret a section (a fragment) of the whole implant as the minced tissue 
fragment. Therefore, the tissue fragment is associated with the tissue slice. 

Second, the Examiner can also interpreted the claims as follow: Badylak et al discloses 
in col. 2, lines 15-19; col. 5, lines 25-27; and col. 16, lines 29-34 disclosing an implant having a 
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plurality of layers, wherein one layer can be interpreted as the tissue slice and a second layer can 
be interpreted as the minced tissue fragment. 

The Applicant's representative has to positively claim more structure limitations in order 
to at least describe the invention and try to distinguish the Applicant's invention with respect to 
the prior art. Especially, try to differentiate the tissue slice to the tissue fragment. Does the 
tissue fragment comprise a different layer than the tissue slice? Or they are the same? The use of 
the word "associate" make the claim so broad that makes very difficult to the Examiner to try to 
understand what the Applicant's representative is trying to claim. 

Claim Rejections - 35 USC §103 

Claims 1-6, 9, 12-13, 20, 23-25 and 27-28 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Badylak et al US 
Patent 6,485,723. 

Badylak et al discloses a biocompatible tissue implant comprising a naturally occurring 
biocompatible tissue slice having a geometry, the tissue slice including an effective amount of 
viable cells (see col. 2, lines 15-19; col. 3, lines 1-5; col. 3, lines 18-20; col. 3, lines 30-61; col. 4, 
lines 1-14) and further being dimensioned so that the cells can migrate out of the tissue 
disclosing the tissue strip and the sutures. 

With respect to the new limitations, the Examiner can interpret the whole implant (the 
whole SIS tissue) as the tissue slice, then the Examiner can interpret a section (a fragment) of the 
whole implant as the minced tissue fragment. Therefore, the tissue fragment is associated with 
the tissue slice. 
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Additionally, the Badylak et al reference discloses in col. 2, lines 15-19; col. 5, lines 25- 
27; and col. 16, lines 29-34 an implant having a plurality of layers, wherein one layer can be 
interpreted as the tissue slice and a second layer can be interpreted as the minced tissue fragment. 
For the above reasons, the Examiner made also a 103(a) rejection because the embodiment of the 
plurality of tissues does not mention how those tissues are made. 

Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify the plurality of layers of SIS by a layer of SIS that is made of 
a mince, tear, cut or any other cutting step similar to the ones describes above (as disclosed in 
another embodiment shown in col. 4, lines 43-50). 

Regarding the retaining element, see col. 24, lines 28-29. 

Regarding claims 4-6, see col. 16, lines 38-53. 
Regarding claim 23, see col. 5, lines 1-12. 

NOTE: claim 10 has not been examined because claim 9 is referring to a Markush claim 
and the Examiner only select one element from the group. The elected group is a suture. 

Regarding claim 13, Badylak et al discloses the claimed invention except for particles 
sizes having a range of about 0.1 mm A 3 to 2 mm A 3. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the particle size, 
since it has been held that where the general conditions of a claim are disclosed in the prior 
art, discovering the optimum or workable ranges involves only routine skill in the art. In re 
Alter, 105 USPQ 233. 



Application/Control Number: 10/729,046 Page 5 

Art Unit: 3774 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alvin J. Stewart whose telephone number is 571-272-4760. The 
examiner can normally be reached on Monday-Friday 7:00AM-5:30PM(1 Friday B-week off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave Isabella can be reached on 571-272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



September 25, 2008. 



/Alvin J Stewart/ 

Primary Examiner, Art Unit 3774 



